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DETAILED ACTION 

The Applicant is requested to check the beginning of the Specification with the Bib Data 
Sheet to ensure that the two lists the same priority information. 

Pending claims are 1-47. 

IDS filed 11/1 8/05 and 6/16/05 have been considered. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-5,7-8,10-16,18-19,21-28,30-32 and 34-47 are rejected under 35 
U.S.C. 102(e) as being anticipated by Francishelli et al. (6,706,038). 

Francishelli discloses an apparatus (24, figure 1) for use with an electrophysiology 
device (20) that includes a coagulation element (22), the apparatus (24, figure 9) 
comprising: a main body (985); a suction region (col. 10:23-25; col. 11:44-60; array of 
986 in figure 9) associated with the main body (985); a stimulation element (34 - see 
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col. 16:23-26) on the main body (985 - runs through distal end of 24); and a connector 
(44) configured to secure at least a portion of the electrophysiology device (20) adjacent 
to the suction region (array of 986). See figure 1 . 

2. An apparatus as claimed in claim 1, wherein the suction region comprises a plurality 
(col. 1 1:45-46) of suction regions (986) and the stimulation element (34 alternate) 
comprises a plurality of stimulation elements. See figure 9. 

3. An apparatus as claimed in claim 1 , wherein the stimulation element (34 alternate) 
comprises a stimulation electrode (col. 16:23-24). 

4. An apparatus as claimed in claim 1 , wherein the stimulation element comprises a 
stimulation electrode pair (more than one element 34 shown in figure 9). 

5. An apparatus as claimed in claim 1, further comprising: a sensing element (34, col. 
5:41-42) on the main body in spaced relation to the stimulation element (34 alternate). 

7. An apparatus as claimed in claim 5, wherein the sensing element (24 including 34) 
comprises a sensing electrode ("sensor 24 may serve as an electrode", col. 5:63-64). 

8. An apparatus as claimed in claim 5, wherein the sensing element comprises a 
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sensing electrode pair (col. 6:4-5 and/or col. 16:41-42). 

10. An apparatus as claimed in claim 9, further comprising: a sensing element (34) on 
the main body (44) adjacent to the first suction port (986); wherein the stimulation (34 
alternate) element is adjacent to the second suction port (986). See figure 9 and 
consider alternate disclosed uses of element 34 as seen in col. 16:23-26. 

1 1 . An apparatus as claimed in claim 1 , wherein the connector (44) is configured to 
removably secure (due to suction ports 986) at least a portion of the electrophysiology 
device (20) adjacent to the suction region (array of 986). 

12. A system (24 and suction source - col. 1 1:44) for use with an electrophysiology 
device (20) that includes a coagulation element (22), the system comprising: a suction 
source (col. 10:23-25; col. 1 1:44-60); and an apparatus (24), adapted to be operably 
connected to the suction source (col. 1 1 :44-45), including a main body (985), a suction 
region (array of 986) associated with the main body, a stimulation element (34 - see 
col. 16:23-26) on the main body, and a connector (44) configured to secure (by suction) 
at least a portion of the electrophysiology device adjacent to the suction region. 

13. A system as claimed in claim 12, wherein the suction region (array of 986) 
comprises a plurality (inherent to "array") of suction regions and the stimulation element 
(34) comprises a plurality of stimulation elements ("electrodes" col. 16:24). 
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14. A system as claimed in claim 12, wherein the stimulation element (34) comprises a 
stimulation electrode (col. 16:23-26). 

15. A system as claimed in claim 12, wherein the stimulation element comprises a 
stimulation electrode pair ("electrodes" col. 16:24). 

16. A system as claimed in claim 12, further comprising: a sensing element (34) on the 
main body (985) in spaced relation to the stimulation (34 alternate) element. See figure 
9. 

18. A system as claimed in claim 16, wherein the sensing element (34) comprises a 
sensing electrode (depicted in figure 9). 

19. A system as claimed in claim 16, wherein the sensing element (34) comprises a 
sensing electrode pair (depicted in figure 9). 

■ 

21 . A system as claimed in claim 20, further comprising: a sensing element (34) on the 
main body (985) adjacent to the first suction port (986); wherein the stimulation element 
(34 alternate) is adjacent to the second suction port (986). 

22. A system as claimed in claim 12, wherein the connector (44) is configured to 
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removably secure (through suction) at least a portion of the electrophysiology device 
(20) adjacent to the suction region (array of 986). 

23. A system, comprising: an electrophysiology device including a support structure 
(distal end of 20 depicted in figure 1 ) and a coagulation element (22) carried on the 
support structure; and a stimulation apparatus (24,col. 16:23-26) including a main body 
(985), a suction region (array of 986) associated with the main body, a stimulation 
element (34 alternate) on the main body, and a connector (44) configured to secure at 
least a portion of the electrophysiology device adjacent to the suction region. 

24. A system as claimed in claim 23, wherein the electrophysiological device support 
structure (distal end of 20 depicted in figure 1) defines a cross-sectional size and shape 
and the connector (44) defines a corresponding cross-sectional size and shape. 
"Corresponding" in this context is broadly construed as being able to rest upon one 
another, which is the case with the flat connector 44 and the distal end of element 20 
both seen in figure 1 . 

25. A system as claimed in claim 23, further comprising: a suction source (col. 1 1 :43- 
44) adapted to be operably connected to the stimulation apparatus (24,col. 16:23-26). 

26. A system as claimed in claim 23, further comprising: a stimulation energy source 
(80, col. 16:23-26) adapted to be operably connected to the stimulation apparatus 



Application/Control Number: 10/727,149 
Art Unit: 3739 

(24,col. 16:23-26). 
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27. A system as claimed in claim 23, further comprising: a coagulation energy source 
(30) adapted to be operably connected to the electrophysiology device (20). See figure 
1. 

28. A system as claimed in claim 23, wherein the electrophysiological device includes a 
plurality of spaced coagulation elements (22), the stimulation apparatus (34 alternate) 
includes a plurality of spaced stimulation elements, and the electrophysiological device 
and stimulation apparatus are respectively configured such that the coagulation 
elements will be adjacent to respective stimulation elements when the electrophysiology 
device is connected to the stimulation apparatus. Depicted in figure 1. 

30. A system as claimed in claim 23, wherein the stimulation element comprises a 
stimulation electrode (col. 16:23-26). 

31 . A system as claimed in claim 23, wherein the stimulation element comprises a 
stimulation electrode pair ("electrodes" col. 16:24). 

32. A system as claimed in claim 23, further comprising: a sensing element (34) on the 
main body (44) in spaced relation to the stimulation element (34 alternate). See figure 9. 
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34. A system as claimed in claim 32, wherein the sensing element (34) comprises a 
sensing electrode (depicted in figure 9). 

36. A system as claimed in claim 32, wherein the sensing element (34) comprises a 
sensing electrode pair (depicted in figure 9). 

37. A system as claimed in claim 23, further comprising: an electrophysiology recording 
apparatus adapted to be operably connected to the sensing element on the stimulation 
apparatus. See col. 16:23-26, "electrodes used to monitor the heart ". 

38. A system as claimed in claim 23, wherein the connector 44 is configured to 
removably secure (through suction) at least a portion of the electrophysiology device 
adjacent to the suction region. 

39. A method, comprising the steps of: forming a lesion in tissue; securing a stimulation 
element to tissue adjacent to the lesion with a suction device; and transmitting 
stimulation energy to the tissue adjacent to the lesion. See patented claim 1 and all 
disclosure regarding the use of suction to help position pad (44). 

40. A method as claimed in claim 39, wherein the step of forming a lesion comprises 
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forming a lesion in tissue by supplying coagulation energy to the tissue. See patented 
claim 1 . The Office equates for these purposes and in this context "ablating" with 
"coagulating". 

41. A method as claimed in claim 39, wherein the step of forming a lesion comprises 
forming a lesion in tissue by supplying coagulation energy to the tissue with an 
electrode. 

42. A method as claimed in claim 39, wherein the step of forming a lesion comprises the 
steps of: positioning a distal portion of an electrophysiology device adjacent to tissue; 
applying a suction force to the tissue with a suction device secured to the 
electrophysiology device; and forming a lesion with the electrophysiology device in the 
tissue while the suction force is being applied. This is depicted in figure 1 . 

43. A method as claimed in claim 42, wherein the step of securing a stimulation element 
to tissue comprises: positioning a stimulation element (34 alternate, again see col. 
16:23-26) carried on the suction device adjacent to the lesion; applying a suction force 
to the tissue with a suction device; transmitting stimulation energy (34 alternate, again 
see col. 16:23-26) to the tissue adjacent to the lesion while the suction force is being 
applied. This is depicted in figure 1 . 

44. A method as claimed in claim 39, further comprising the step of: monitoring 
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(temperature sensing with 34) tissue after transmitting stimulation energy to the tissue. 
See figure 1 1 . 

45. A method as claimed in claim 44, wherein the step of monitoring tissue comprises 
sensing (34) a local excitation caused by the stimulation energy. "Monitoring," disclosed 
in col. 16:23-26. 

46. A method as claimed in claim 44, wherein the step of transmitting stimulation energy 
comprises transmitting stimulation energy to tissue on one side of the lesion; and 
wherein the step of monitoring tissue comprises monitoring tissue on the other side of 
the lesion. "Assess transmurality" disclosed in col. 6:33. 

47. A method as claimed in claim 46, wherein the step of monitoring tissue comprises 
monitoring tissue on the other side of the lesion to determine a propagation delay. See 
col. 6:30-35 where the patent discloses an intended purpose for the patented device 
being to "control an arrhythmia". Arrhythmias are any change in the rate of electrical 
propagation and therefore controlling a change in electrical propagation anticipates 
determining a propagation delay. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 6, 9, 17, 20, 29, and 33 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Francishelli. 

Claims are merely about the location on the device of stimulating elements, 
sensing elements, and suction elements. The patent discloses much flexibility toward 
these elements' placements as well as uses (stimulate or sense). See col. 12:6-22 and 
col. 16:23-26. Through routine experimentation, the Applicant's claims would have been 
deduced. Therefore, at the time of the invention it would have been obvious to one of 
ordinary skill in the art to modify Francishelli by using different placements to increase 
the number of applications for which the device could be used. The patent through its 
disclosure of flexibility regarding suction port, stimulating element, and sensing element 
placement, use, and shapes implies this motivation . 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Peter J. Vrettakos whose telephone number is 571-272- 
4775. The examiner can normally be reached on M-F 9-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda C. Dvorak can be reached on 571-272-4764. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Pete Vrettakos 
January 6, 2006 
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